Approved Drug Products List - Orange Book
FR Notice Determination of Safety or Effectiveness List*

*See List Footnote
December 2008
ACETAM NOPHEN; CODElI NE PHOSPHATE
TABLET; ORAL
ACETAM NOPHEN AND CODEI NE PHOSPHATE
DI SC KV PHARM 325M5, 45MG N85363 001
DI SC ROXANE 500M5 15MG N89511 001
DI SC 500M5 30MG N89512 001
DI SC 500M5 60MG N89513 001
ACETAM NOPHEN; HYDROCODONE Bl TARTRATE
TABLET; ORAL
NORCO
RX WATSON LABS 325M5, 5MG N40099 001
ACYCLOVI R
TABLET; ORAL
ACYCLOVI R
DI SC TEVA 200MG N74556 001
ALBUTERCOL SULFATE
SOLUTI ON; | NHALATI ON
PROVENTI L
DI SC SCHERI NG EQ 0. 083% BASE N19243 002
DI SC EQ 0. 5% BASE N19243 001
VENTOLI N
DI SC GLAXOSM THKLI NE EQ 0. 5% BASE N19269 002
SYRUP; ORAL
PROVENTI L
DI SC SCHERI NG EQ 2MG BASE/ 5M. N18062 001
AM LORI DE HYDROCHL ORI DE
TABLET; ORAL
M DAMOR
DI SC PADDOCK LABS 5MG N18200 001
AM LORI DE HYDROCHLORI DE; HYDROCHLOROTHI AZI DE
TABLET; ORAL
MODURETI C 5- 50
DI SC MERCK EQ 5MG ANHYDROUS; 50M5 N18201 001
AM ODARONE HYDROCHLORI DE
| NJECTABLE; | NJECTI ON
CORDARONE
DI SC WETH PHARNMS | NC 50M& ML N20377 001

AVPHETAM NE ADI PATE; AVPHETAM NE SULFATE; DEXTROAMPHETAM NE ADI PATE; DEXTROAMPHETAM NE
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SULFATE
CAPSULE; ORAL
DEL COBESE
DI SC TEVA 1.25M5 1. 25M5, 1. 25MG, 1. 25MG N83564 001
DI SC 2.5MG 2. 5MG; 2. 5MG, 2. 5MG N83564 002
DI SC 3. 75M5 3. 75M5 3. 75M5 3. 75MG N83564 003
DI SC 5MG, 5MG, 5MG, 5MG N83564 004
TABLET; ORAL
DEL COBESE
DI SC TEVA 1.25M5 1. 25M5, 1. 25M5, 1. 25MG N83563 004
DI SC 2. 5M5 2. 5MG; 2. 5MG; 2. 5MG N83563 003
DI SC 3. 75MG; 3. 75MG; 3. 75MG; 3. 75MG N83563 002
DI SC 5MG 5M5 5MG, 5MG N83563 001
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ANAGRELI DE HYDROCHLORI DE

CAPSULE; ORAL
AGRYLI N
DISC SH RE

ARDEPARI N SODI UM

I NDECTABLE; | NJECTI ON
NORM FLO

DI SC PHARMACI A AND UPJOHN

DI SC

ATENOLCL

| NJECTABLE;
TENORM N

DI SC ASTRAZENECA

I NJECTI ON

ATOVAQUONE
TABLET; ORAL
MEPRON
DI SC G.AXOSM THKLI NE

AZATHI CPRI NE

TABLET; ORAL
I MURAN

DI SC PROVETHEUS LABS

AZATHI OPRI NE SODI UM
I NJECTABLE; | NJECTI ON
I MURAN
DI SC PROVETHEUS LABS

AZI THROWCI N
CAPSULE; ORAL
ZI THROVAX
DI SC PFI ZER

*See List

Foot not e

December 2008

EQ 1M BASE

5,000 UNITS/ 0. 5M
10, 000 UNI TS/ 0. 5M.

0. 5M&d M.

250MG

25MG

EQ 100MG BASE/ VI AL

EQ 250M5 BASE

N20333 002

N20227 002
N20227 001

N19058 001

N20259 001

N16324 002

N17391 001

N50670 001

BACI TRACI N ZI NC, HYDROCORTI SONE; NEOWCI N SULFATE; PCOLYMYXI N B
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CORTI SPORI N
DI SC MONARCH PHARMS

BACLOFEN
TABLET; ORAL
LI ORESAL
DI SC NOVARTI S
DI SC

BENZTROPI NE MESYLATE
TABLET; ORAL
COGENTI N
DI SC MERCK
DI SC
DI SC

400 UNI TS/ GM 1% EQ 3. 5MG
BASE/ GM 10, 000 UNI TS/ GM

10MG
20MG

0. 5MG
1IMG
2MG

N50416 002

N17851 001
N17851 003

N09193 004
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BETAVMETHASONE ACETATE; BETAMETHASONE SCDI UM PHOSPHATE

I NDECTABLE; | NJECTI ON
CELESTONE SOLUSPAN
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N14602 001
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December 2008

BETAMETHASONE SODI UM PHOSPHATE
I NJECTABLE; | NJECTI ON
CELESTONE
DI SC SCHERI NG

EQ 3MG BASE/ M.

BETHANECHOL CHLORI DE
I NDECTABLE; | NJECTI ON

URECHOLI NE

DI SC ODYSSEY PHARMS 5M& ML
TABLET; ORAL

URECHOLI NE
DI SC ODYSSEY PHARMS 5MG
DI SC 10MG
DI SC 25MG
DI sC 50MG

BRI MONI DI NE TARTRATE
SOLUTI ON/ DROPS; OPHTHALM C
ALPHAGAN
DI SC ALLERGAN 0.2%

CAFFEI NE; ERGOTAM NE TARTRATE

SUPPGCSI TORY; RECTAL
CAFERGOT
DI SC NOVARTI S 100MG; 2MG

CALCI UM ACETATE
TABLET; ORAL
PHOSLO
DI SC FRESEN US MEDCL

EQ 169MG CALCI UM

CARBI NOXAM NE MALEATE
ELI XI R, ORAL
CLI STIN
DI SC MCNEI L 4ME 5ML
TABLET; ORAL
CLI STIN
DI SC ORTHO MCNEI L PHARM 4AMG

CARBCPLATI N
I NDECTABLE; | NJECTI ON
PARAPLATI N
DI SC BRI STOL MYERS SQUI BB 50M& VI AL
DI SC 150MF VI AL

CEFADROXI L/ CEFADROXI L HEM HYDRATE
CAPSULE; ORAL
DURI CEF
DI SC WARNER CHI LCOTT
TABLET; ORAL
DURI CEF
DI SC WARNER CHI LCOTT

EQ 500MG BASE

EQ 1GM BASE

CEFAZOLI N SODI UM
I NJECTABLE; | NJECTI ON
ANCEF
DI SC GLAXOSM THKLI NE EQ 250MG BASE/ VI AL
DI sC EQ 500MG BASE/ VI AL
DI SC EQ 5GM BASE/ VI AL
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December 2008 Page 4 of 15
CEFI XI ME
FOR SUSPENSI ON; ORAL
SUPRAX
DI SC LEDERLE 100M& 5M. N50622 001 Feb 18, 2004 Current OB: [ ]
TABLET; ORAL
SUPRAX
DI SC LEDERLE 200MG N50621 001 Feb 18, 2004 Current OB:
DI SC 400MG N50621 002 Feb 18, 2004 Current OB: [ ]
CEFOTETAN DI SCDI UM
I NJECTABLE; | NJECTI ON
CEFOTAN
DI SC ASTRAZENECA EQ 1GM BASE/ VI AL N50588 001 Jun 07, 2007 Current OB: [ ]
DI SC EQ 2GM BASE/ VI AL N50588 002 Jun 07, 2007 Current OB: []
DI SC EQ 10GM BASE/ VI AL N50588 003 Jun 07, 2007 Current OB: [ ]
CHENODI OL
TABLET; ORAL
CHENI X
DI SC SIGVA TAU 250MG N18513 002 May 23, 2007 Current OB:
CHLOROTHI AZI DE
SUSPENSI ON; ORAL
DI URI L
RX SALI X PHARMS 250M% 5ML N11870 001 May 23, 2007 Current OB:
TABLET; ORAL
DI URI L
DI SC OVATI ON PHARMS 250M5 N11145004 WMy 23, 2007 Current OB: L]
DI SC 500M5 N11145002 WMy 23, 2007 Current OB:
CHLORPROVAZI NE HYDROCHLORI DE
TABLET; ORAL
THORAZI NE
DI SC GLAXOSM THKLI NE 10MG N09149 002 WMay 23, 2007 Current OB: L]
DI SC 25M5 N09149 007 WMay 23, 2007 Current OB: L]
DI SC 50M5 N09149 013 May 23, 2007 Current OB: L]
DI SC 100MG N09149 018 WMay 23, 2007 Current OB: L]
DI SC 200MG N09149 020 WMay 23, 2007 Current OB: L]
CHLORTHALI DONE
TABLET; ORAL
HYGROTON
DI SC SANCFI AVENTI S US 25M5 N12283 004 Feb 18, 2004 Current OB: [ ]
DI SC 50M5 N12283 003 Feb 18, 2004 Current OB: [ ]
CHLORTHALI DONE; CLONI DI NE HYDROCHLORI DE
TABLET; ORAL
COMBI PRES
DI SC BOEHRI NGER | NGELHEI M 15MG; 0. 1MG N17503 001 Feb 18, 2004 Current OB: [ ]
DI SC 15MG, 0. 2MG N17503 002 Feb 18, 2004 Current OB: [ ]
DI SC 15M5 0. 3MG N17503 003 Feb 18, 2004 Current OB: [ ]
CHYMOPAPAI N
I NJECTABLE; | NJECTI ON
CHYMODI ACTI N
DI SC ABBOTT 10, 000 UNI TS/ VI AL N18663 001 Jan 27, 2003 Current OB:
Cl METI DI NE
TABLET; ORAL
TAGAVET HB
DI SC GLAXOSM THKLI NE 100M5 N20238 001 May 21, 1996 Current OB: L]
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December 2008
Cl METI DI NE HYDROCHLORI DE
| NJECTABLE; | NJECTI ON
TAGAVET
DI SC GLAXOSM THKLI NE EQ 300MG BASE/ 2M. N17939 002 WMay 23, 2007
TAGAMVET HYDROCHLORI DE I N SODI UM CHLORI DE 0. 9% | N PLASTI C CONTAI NER
DI SC GLAXOSM THKLI NE EQ 6MG BASE/ ML N19434 001 May 23, 2007
CLEMASTI NE FUVARATE
SYRUP; ORAL
TAVI ST
DI SC NOVARTI S EQ 0. 5MG BASE/ 5M. N18675 001 May 23, 2007

CODEI NE PHOSPHATE; PHENYLEPHRI NE HYDROCHLORI DE; PROVETHAZI NE HYDROCHLORI DE

SYRUP; ORAL
PHENERGAN VC W CODEI NE
DI SC AN PHARVS 10M& 5M; 5M& 5M.; 6. 25M& 5ML NO08306 005 Apr 28, 2008

CODEI NE PHOSPHATE; PROVETHAZI NE HYDROCHLCORI DE

SYRUP; ORAL
PHENERGAN W CCDEI NE
DI SC AN PHARVS 10M& 5M; 6. 25M& 5M. N08306 004 Apr 28, 2008

COLCHI CI NE; PROBENECI D

TABLET; ORAL
COLBENEM D
DI SC MERCK 0. 5M5 500MG N12383 001 Aug 06, 2003

CYANOCOBALAM N
I NDECTABLE; | NJECTI ON

RUBRAM N PC
DI SC BRI STOL MYERS SQUIBB 1M& M. N06799 010 Dec 19, 2008
DI SC 1ME Mo N06799 004 Jul 26, 2002
DI SC 1M& ML N06799 004 Dec 19, 2008
CYCLOSPORI NE

CAPSULE; ORAL

NEORAL

DI SC NOVARTI S 50MG N50715 003 Jun 20, 2001

CYPRCHEPTADI NE HYDROCHLORI DE

TABLET; ORAL
PERI ACTI N
DI SC MERCK 4MG N12649 001 May 28, 2003
DEXAVETHASONE
TABLET; ORAL
DECADRON
DI SC MERCK 0. 25MG N11664 004 May 23, 2007
DI SC 1. 5MG N11664 003 Dec 28, 2005
DI SC AMG N11664 005 May 23, 2007
DI SC 6MG N11664 006 May 23, 2007

DEXAMETHASONE ACETATE
I NJECTABLE; | NJECTI ON
DECADRON- LA
DI SC MERCK EQ 8MG BASE/ ML N16675 001 Aug 24, 2004

DEXAMETHASONE SODI UM PHOSPHATE

I NJECTABLE; | NJECTI ON
DECADRON
DI SC MERCK EQ 4M5 PHOSPHATE/ ML N12071 002 Cct 10, 2003
DI SC EQ 24MG PHOSPHATE/ ML N12071 004 Cct 10, 2003
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DEXAMETHASONE SODI UM PHOSPHATE
| NJECTABLE; | NJECTI ON
HEXADRCL
DI SC ORGANON USA | NC EQ 4MG PHOSPHATE/ ML N14694 002 Cct 10, 2003
DI SC EQ 10MG PHOSPHATE/ ML N14694 003 Cct 10, 2003
DEXTROAMPHETAM NE SULFATE
ELI XIR; ORAL
DEXEDRI NE
DI SC GLAXOSM THKLI NE 5M& 5ML N83902 001 Aug 07, 2007
TABLET; ORAL
DEXTROAMPHETAM NE SULFATE
DI SC LANNETT 15MG N85652 001 Cct 18, 2002

DEXTROVETHORPHAN HYDROBROM DE; PROVETHAZI NE HYDROCHLORI DE

SYRUP; ORAL
PROVETHAZI NE HYDROCHLORI DE AND DESTROMVETHORPHAN HYDROBROM DE
DI SC AN PHARMS 15M& 5M; 6. 25M& 5ML N11265 002 Apr 28, 2008

DI AZEPAM

I NDECTABLE; | NJECTI ON
DI AZEPAM

DI SC US ARW 5M&F ML N20124 001 Dec 30, 2002

DI CHLORPHENAM DE

TABLET; ORAL
DARANI DE

DI SC TARO 50MG N11366 001 Aug 06, 2007

DI CLOFENAC POTASSI UM
TABLET; ORAL
CATAFLAM
DI SC NOVARTI S 25MG N20142 001 Nov 18, 2003

DI CLOFENAC SODI UM

TABLET, DELAYED RELEASE;, ORAL
VOLTAREN
DI SC NOVARTI S 25MG N19201 001 May 23, 2007
DI SC 50MG N19201 002 Mmy 23, 2007

DI LTI AZEM HYDROCHLORI DE
CAPSULE, EXTENDED RELEASE; ORAL

CARDI ZEM SR
DI SC BIOvAI L 60MG N19471 001 May 23, 2007
DI SC 90MG N19471 002 May 23, 2007
DI SC 120MG N19471 003 May 23, 2007
DI sC 180MG N19471 004 May 23, 2007
DI PYRI DAMOLE

I NDECTABLE; | NJECTI ON
I'V PERSANTI NE

DI SC BOEHRI NGER | NGELHEI M 5M& ML N19817 001 Mmy 23, 2007
DI SULFI RAM
TABLET; ORAL
ANTABUSE
DI SC CODYSSEY PHARNMS 250MG NO7883 003 Sep 26, 2001
DI SC 500MG NO07883 002 Jul 13, 2001
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DOXYCYCLI NE HYCLATE
CAPSULE; ORAL
PERI GSTAT
DI SC COLLAGENEX EQ 20MG BASE N50744 001
CAPSULE, DELAYED RELEASE; ORAL
DORYX
DI SC MAYNE PHARNA | NTL EQ 75MG BASE N50582 002
DI SC EQ 100M5 BASE N50582 001

DOXYLAM NE SUCCI NATE; PYRI DOXI NE HYDROCHLCRI DE

TABLET, EXTENDED RELEASE; ORAL
BENDECTI N

DI SC SANOFI AVENTI S US 10M5 10MG

DYCLONI NE HYDROCHLORI DE
SOLUTI ON; TOPI CAL

DYCLONE
DI SC ASTRAZENECA 0.5%
DI SC 1%
EFAVI RENZ
TABLET; ORAL
SUSTI VA

DI SC BRI STOL MYERS SQUI BB 300MG

ENOXAPARI N SODI UM
I NJECTABLE; SUBCUTANEQUS
LOVENOX ( PRESERVATI VE FREE)
DI SC SANOFI AVENTI S US 90MZ 0. 6M. (150ME M)

ESMOLOL HYDROCHLORI DE
I NDECTABLE; | NJECTI ON
BREVI BLOC
RX BAXTER HLTHCARE CORP 10M& ML

ETH NYL ESTRADI OL; NCORETHI NDRONE ACETATE
TABLET; ORAL-21
ESTROSTEP 21

DI SC WARNER CHI LCOTT

0. 02M5, 0. 03MG5, 0. 035MG; 1MG, 1MG
, IMG

ETODOLAC
CAPSULE; ORAL
LODI NE
DI SC WETH PHARMS | NC 200MG
TABLET; ORAL
LODI NE
DI SC WETH PHARMS | NC 400M5
DI SC 500MG
TABLET, EXTENDED RELEASE; ORAL
LODI NE XL
DI SC WETH PHARMS | NC 600MG

EVANS BLUE
I NJECTABLE; | NJECTI ON
EVANS BLUE
DI SC PARKE DAVI S 0.5%

FENOFI BRATE
CAPSULE; ORAL
TRI COR (M CRONI ZED)
DI SC ABBOTT 67MG

N10598 002

N09925 002
N09925 001

N21360 001

N20164 006
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FENOFI BRATE
CAPSULE; ORAL
TRI COR (M CRONI ZED)
DI SC ABBOTT
DI SC

FLUDEOXYGLUCOSE F-18
I NDECTABLE; | NJECTI ON
FLUDEOXYGLUCCSE F 18
DI SC DOWSTATE CLI NCL
DI SC

FLUDROCORTI SONE ACETATE

TABLET; ORAL
FLORI NEF
DI SC KI NG PHARMS

FLUOXETI NE HYDROCHLORI DE

TABLET; ORAL
PROZAC
DISC LILLY
DI sC

FUROSEM DE
I NDECTABLE; | NJECTI ON
LASI X
DI SC SANOFI AVENTI S US

GANCI CLOVIR
CAPSULE;, ORAL
CYTOVENE
DI SC ROCHE PALO
DI SC

GENTAM CI N SULFATE

CREAM TOPI CAL
GARAMYCI N

DI SC SCHERI NG

GLYBURI DE

TABLET; ORAL
GLYNASE

DI SC PHARVACI A AND UPJOHN

HALOPERI DOL
TABLET; ORAL
HALDOL

DI SC ORTHO MCNEI L
DI sC

DI SC

DI SC

DI SC

DI SC

HYALURONI DASE
I NDECTABLE; | NJECTI ON
WYDASE
DI SC BAXTER HLTHCARE
DI SC
DI sC

*See List

Foot not e
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HYDROCHL OROTHI AZI DE
TABLET; ORAL
HYDRODI URI L
DI SC MERCK 25MG N11835 003 Aug 06, 2003
DI SC 50MG N11835 006 Aug 06, 2003
DI SC 100MG N11835 007 Aug 06, 2003
HYDROCHLOROTHI AZI DE; LI SI NOPRI L
TABLET; ORAL
PRI NZI DE
DI SC MERCK 25MG, 20MG N19778 002 Dec 19, 2008
HYDROCORTI SONE ACETATE
O NTMENT; TOPI CAL
CORTEF ACETATE
DI SC PHARVACI A AND UPJOHN 2.5% NO8917 001 Sep 26, 2001
HYDROXYZI NE PAMDATE
CAPSULE; ORAL
VI STARI L
DI SC PFl ZER EQ 100M5 HCL N11459 006 Apr 28, 2008
| BUPROFEN
CAPSULE; ORAL
M DCL
DI SC BAYER 200MG N71002 001 Jan 27, 1998
DI SC 200MG N70626 001 Cct 29, 1997
| FOSFAM DE
| NJECTABLE; | NJECTI ON
| FEX
DI SC BRI STOL MYERS SQUI BB 1GM VI AL N19763 001 May 14, 2002
DI SC 3GM VI AL N19763 002 May 14, 2002
| NDOVETHACI N
SUPPCSI TORY; RECTAL
| NDOCI N
DI SC | ROKO PHARNVS 50MG N17814 001 Aug 06, 2003
| PRATROPI UM BROM DE
SOLUTI ON; | NHALATI ON
ATROVENT
DI SC BOEHRI NGER | NGELHEI M 0. 02% N20228 001 Cct 01, 2008
KETOPROFEN
CAPSULE; ORAL
ORUDI S
DI SC WETH AYERST 25MG N18754 001 Apr 28, 2008
DI SC 50MG N18754 002 Apr 28, 2008
Dl SC 75MG N18754 003 Apr 28, 2008
CAPSULE, EXTENDED RELEASE; ORAL
ORUVAI L
DI SC WETH PHARMS | NC 150MG N19816 002 Dec 19, 2008
DI SC 200MG N19816 001 Dec 19, 2008
TABLET; ORAL
ORUDI S KT
DI SC WETH CONS 12. 5MG N20429 001 Aug 14, 2007

KETOROLAC TROVETHAM NE

I NJECTABLE; | NJECTI ON
TORADCL
DI SC ROCHE PALO 15M& Mo N19698 001 Aug 04, 2004
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KETOROLAC TROVETHAM NE
I NJECTABLE; | NJECTI ON
TORADCL
DI SC ROCCHE PALO 30M& Mo N19698 002 Aug 04, 2004 Current OB: [ ]
TABLET; ORAL
TORADCL
DI SC ROCHE PALO 10MG N19645 001 Dec 19, 2008 Current OB:

LACTULCSE
SCLUTI ON; ORAL, RECTAL
CEPHULAC
DI SC SANOFI AVENTI S US 10GVI 15M N17657 001 Aug 06, 2003 Current OB: [ ]
CHRONULAC
DI SC SANOFI AVENTI S US 10GV 15ML N17884 001 Feb 18, 2004 Current OB: [ ]

LANSOPRAZOLE; NAPROXEN

CAPSULE, DELAYED REL PELLETS, TABLET; ORAL
PREVACI D NAPRAPAC 250 ( COPACKAGED)

DI SC TAKEDA PHARMS NA 15MG N A; N A, 250MG N21507 002 Aug 07, 2007 Current OB:
LI NEZOLI D
TABLET; ORAL
ZYVOX
DI SC PHARVACI A AND UPJOHN 400MG N21130 001 Jun 30, 2005 Current OB:

LI TH UM CARBONATE
TABLET, EXTENDED RELEASE;, OCRAL
ESKALI TH CR
DI SC JDS PHARMS 450MG N18152 001 Apr 28, 2008 Current OB: [ ]

LORATADI NE
SYRUP;, ORAL
CLARI TIN H VES RELI EF
DI SC SCHERI NG PLOUGH IME ML N20641 003 Feb 02, 2006 Current OB:

LOVASTATI N
TABLET; ORAL
MEVACOR
DI SC MERCK 10MG N19643 002 Mar 07, 2008 Current OB:

VAZI NDCL
TABLET; ORAL
SANOREX
DI SC NOVARTI S IMG N17247 001 Jul 15, 2008 Current
DI SC 2MG N17247 002 Jul 15, 2008 Current

88
R

MEDROXYPROGESTERONE ACETATE

I NDECTABLE; | NJECTI ON
DEPO- PROVERA

DI SC PHARVACI A AND UPJOHN 100M& ML N12541 002 Jan 27, 1998 Current OB:

MEPI VACAI NE HYDROCHLCRI DE
I NJECTABLE; | NJECTI ON
CARBOCAI NE
DI SC EASTVAN KODAK 3% N12125003 Apr 28, 2008 Current OB: []

MESALAM NE
SUPPCSI TORY; RECTAL
ROWASA
DI SC ALAVEN PHARM 500MG N19919 001 Feb 21, 2001 Current OB: [ ]
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METARAM NOL Bl TARTRATE
I NJECTABLE; | NJECTI ON
ARAM NE
DI SC MERCK EQ 10MG BASE/ ML NO9509 002 Apr 28, 2008 Current OB: []
NMETFORM N HYDROCHLORI DE
TABLET; ORAL
GLUCOPHAGE
DI SC BRI STOL MYERS SQUI BB 625M5 N20357 003 May 24, 2001 Current OB: L]
DI SC 750M5 N20357 004 Jun 20, 2001 Current OB: [ ]
METHI MAZOLE
TABLET; ORAL
TAPAZOLE
DI SC KI NG PHARMS 5MG NO7517 002 Apr 28, 2008 Current OB:
DI SC 10MG NO7517 004 Apr 28, 2008 Current OB: L]
NETHOTREXATE SODI UM
I NJECTABLE; | NJECTI ON
METHOTREXATE PRESERVATI VE FREE
DI SC  HOSPI RA EQ 500MG BASE/ 20M. ( EQ 25MG N11719 013 Aug 08, 2007 Current OB:
BASE/ M)
METHYLDOPA
TABLET; ORAL
ALDOVET
DI SC MERCK 125MG N13400 003 May 23, 2007 Current OB: L]
DI SC 250MG N13400 001 WMay 23, 2007 Current OB: L]
DI SC 500MG N13400 002 WMay 23, 2007 Current OB: L]
METHYLDOPATE HYDROCHLORI DE
I NJECTABLE; | NJECTI ON
ALDQOVET
DI SC MERCK 50M3 ML N13401 001 May 23, 2007 Current OB: L]
M DAZOLAM HYDROCHLORI DE
I NJECTABLE; | NJECTI ON
VERSED
DISC HLR EQ 1MG BASE/ ML N18654 002 Aug 06, 2003 Current OB: L]
DI SC EQ 5MG BASE/ ML N18654 001 Aug 06, 2003 Current OB: L]
SYRUP; ORAL
VERSED
DI SC ROCHE EQ 2MG BASE/ ML N20942 001 Aug 06, 2003 Current OB: L]
M NOCYCLI NE HYDROCHLORI DE
CAPSULE; ORAL
M NOCI N
DISC TRI AX PHARMS LLC EQ 75MG BASE N50649 003 Feb 29, 2008 Current OB:
TABLET; ORAL
M NOCYCLI NE HYDROCHLORI DE
DI SC TRI AX PHARMS EQ 50MG BASE N50451 003 May 21, 1998 Current OB: L]
DI SC EQ 100M5 BASE N50451 002 May 22, 1998 Current OB: L]
M VACURI UM CHLORI DE
I NJECTABLE; | NJECTI ON
M VACRON
DI SC ABBOTT EQ 2MG BASE/ ML N20098 001 Aug 07, 2007 Current OB:
NABUMETONE
TABLET; ORAL
RELAFEN

DI SC SM THKLI NE BEECHAM 500MG N19583 001 Mar 07, 2008 Current OB:
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NABUMETONE
TABLET; ORAL
RELAFEN
DI SC SM THKLI NE BEECHAM 750MG N19583 002 Mar 07, 2008 Current OB: [ ]
NALBUPHI NE HYDROCHLORI DE
I NJECTABLE; | NJECTI ON
NUBAI N
DI SC ENDO PHARMS 10M& ML N18024 001 Nov 21, 2008 Current OB: [ ]
DI SC 20M3 ML N18024 002 Nov 21, 2008 Current OB: [ ]
NI TROGLYCERI N
FI LM EXTENDED RELEASE; TRANSDERNMAL
TRANSDERM NI TRO
DI SC NOVARTI S 0. 1IM3 HR N20144 001 WMay 23, 2007 Current OB: D
DI SC 0. 2M& HR N20144 002 WMay 23, 2007 Current OB: L]
DI SC 0. 4M& HR N20144 003 May 23, 2007 Current OB: L]
DI SC 0. 6M& HR N20144 004 WMay 23, 2007 Current OB: L]
DI SC 0. 8M& HR N20144 005 WMay 23, 2007 Current OB: L]
OXALI PLATI N
I NJECTABLE; 1V (I NFUSI ON)
ELOXATI N
DI SC SANCFI AVENTI S US 50M&F VI AL N21492 001 Nov 26, 2007 Current OB:
DI SC 100MF VI AL N21492 002 Nov 26, 2007 Current OB:
PAROXETI NE HYDROCHLORI DE
CAPSULE; ORAL
PAXI L
DI SC GLAXOSM THKLI NE EQ 10MG BASE N20885 001 Jun 21, 2000 Current OB:
DI SC EQ 20MG BASE N20885 002 Jun 21, 2000 Current OB:
DI SC EQ 30MG BASE N20885 003 Jun 21, 2000 Current OB:
DI SC EQ 40MG BASE N20885 004 Jun 21, 2000 Current OB:
PENTAGASTRI N
I NJECTABLE; | NJECTI ON
PEPTAVLON
DI SC WETH AYERST 0. 25M3 ML N17048 001 Feb 10, 2006 Current OB:
PERPHENAZI NE
TABLET; ORAL
TRI LAFON
DI SC SCHERI NG 2MG N10775001 Cct 10, 2003 Current OB: [ ]
DI SC AMG N10775002 Cct 10, 2003 Current OB: [ ]
DI SC 8MG N10775003 Cct 10, 2003 Current OB: [ ]
DI SC 16MG N10775004 Cct 10, 2003 Current OB: [ ]
PHENTERM NE RESI N COMPLEX
CAPSULE, EXTENDED RELEASE; ORAL
| ONAM N
DISC UCB INC EQ 15MG BASE N11613 004 Dec 19, 2008 Current OB:
DI SC EQ 30MG BASE N11613 002 Dec 19, 2008 Current OB:

PHENYLEPHRI NE HYDROCHLORI DE; PROVETHAZI NE HYDROCHLORI DE

SYRUP; ORAL
PHENERGAN VC

DI SC AN PHARNVS 5M& 5M.; 6. 25M& 5ML NO8604 003 Apr 28, 2008 Current OB:

Pl PERACI LLI N SCDI UM

I NDECTABLE; | NJECTI ON
Pl PRACI L

DI SC WETH PHARMS | NC EQ 2GM BASE/ VI AL N50545 002 Cct 29, 2003 Current OB: [ ]
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Pl PERACI LLI N SODI UM
I NJECTABLE; | NJECTI ON
Pl PRACI L
DI SC WETH PHARMS | NC EQ 3GM BASE/ VI AL N50545 003 Cct 29, 2003 Current OB [ ]
DI SC EQ 4GM BASE/ VI AL N50545 004 Oct 29, 2003 Current OB: [ |
DI SC EQ 40GM BASE/ VI AL N50545 006 Jul 03, 2002 Current OB: []
PROVETHAZI NE HYDROCHL ORI DE
I NJECTABLE; | NJECTI ON
PHENERGAN
DI SC WETH AYERST 25M& ML N08857 002 Dec 19, 2002 Current OB:
DI SC 25M& ML NO8857 002 May 23, 2007 Current OB: [ ]
DI SC 50M& ML N0O8857 003 May 23, 2007 Current OB: [ ]
SUPPGCSI TORY; RECTAL
PHENERGAN
DI SC WETH PHARMS | NC 12. 5MG N10926 002 Aug 06, 2007 Current OB: [ ]
DI SC 25MG N10926 001 Aug 06, 2007 Current OB: [ ]
DI SC 50MG N11689 001 Apr 28, 2008 Current OB:
SYRUP; ORAL
PROVETHAZI NE HYDROCHLORI DE PLAI N
DISC AN PHARMS 6. 25M3 5M. N08381 004 Apr 28, 2008 Current OB: [ ]
DI SC 25M& 5M. N08381 003 Apr 28, 2008 Current OB:
TABLET; ORAL
PHENERGAN
DI SC WETH PHARMS | NC 12. 5MG NO7935 002 Jul 14, 2006 Current OB: [ ]
DI SC 25MG N07935 003 Apr 28, 2008 Current OB:
DI SC 50MG NO7935 004 Jul 14, 2006 Current OB: [ ]
PROPRANOLCOL HYDROCHLORI DE
TABLET; ORAL
| NDERAL
DI SC AKRI MAX PHARMS 10MG N16418 001 Jan 09, 2008 Current OB:
DI SC 20MG N16418 003 Jan 09, 2008 Current OB:
DI SC 9I0OMs N16418 010 Jan 09, 2008 Current OB:
PROTAM NE SULFATE
I NJECTABLE; | NJECTI ON
PROTAM NE SULFATE
DISC LILLY 10M& ML NO6460 002 May 23, 2007 Current OB: [ ]
PSEUDOEPHEDRI NE  HYDROCHL ORI DE
CAPSULE, EXTENDED RELEASE; ORAL
SUDAFED 12 HOUR
DI SC GLAXOSM THKLI NE 120MG N17941 002 Aug 07, 1998 Current OB:
PYRI DOSTI GM NE BROM DE
TABLET; ORAL
PYRI DOSTI GM NE BROM DE
DI SC SOLVAY 30MG N89572 001 Jun 21, 2005 Current OB: [ ]
QUETI API NE FUMARATE
TABLET; ORAL
SEROQUEL
DI SC ASTRAZENECA EQ 150MG BASE N20639 004 Jan 25, 2008 Current OB:

RABEPRAZOLE SCDI UM

TABLET, DELAYED RELEASE; ORAL
ACl PHEX

DI SC ElI SAI MEDCL RES 10MG N20973 001 Mar 28, 2005 Current OB:
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RANI TI DI NE HYDROCHLORI DE
CAPSULE; ORAL
ZANTAC 150
DI SC GLAXOSM THKLI NE EQ 150M5 BASE N20095 001 Aug 06, 2003 Current OB: []
ZANTAC 300
DI SC GLAXOSM THKLI NE EQ 300M5 BASE N20095 002 Aug 06, 2003 Current OB: L]
TABLET, EFFERVESCENT; ORAL
ZANTAC 75
DI SC BOEHRI NGER | NGELHEI M EQ 75MG BASE N20745 001 Jun 21, 2000 Current OB:
SERTRALI NE HYDROCHLORI DE
TABLET; ORAL
ZOLOFT
DI SC PFI ZER EQ 150M5 BASE N19839 003 Sep 17, 2004 Current OB:
DI SC EQ 200M5 BASE N19839 004 Sep 17, 2004 Current OB:
SI ROLI MUS
TABLET; ORAL
RAPAMUNE
DI SC WETH PHARMS | NC 5MG N21110 003 May 23, 2007 Current OB:

SODI UM BI CARBONATE
I NDECTABLE; | NJECTI ON
SODI UM Bl CARBONATE | N PLASTI C CONTAI NER
DI SC ABBOIT 0. 9MEQ M. N19443 001 Nov 29, 2004 Current
DI SC 1IMEQ ML N19443 002 Nov 29, 2004 Current

88
00

SODI UM FLUORI DE, F-18

I NDJECTABLE; | NTRAVENQUS
FLUCRI NE F- 18

DI SC GE HEALTHCARE 2nCi / ML N17042 001 Mar 10, 2000 Current OB:

SCDI UM NI TROPRUSSI DE

I NDECTABLE; | NJECTI ON
SCDI UM NI TROPRUSSI DE

DI SC BAXTER HLTHCARE 50M& VI AL N18581 001 Feb 18, 2004 Current OB: [ ]

SODI UM TETRADECYL SULFATE
I NJECTABLE; | NJECTI ON
SOTRADECOL
DI SC ELKINS SINN 1% NO5970 004 Nov 07, 2002 Current
DI SC 3% N05970 005 Nov 07, 2002 Current

88
<K

SUTI LAI NS
O NTMENT; TOPI CAL
TRAVASE
DI SC ABBOIT 82,000 UNI TS/ GM N12828 001 Cct 19, 1998 Current OB:

TAMOXI FEN CI TRATE
TABLET; ORAL
NOL VADEX
DI SC ASTRAZENECA EQ 10MG BASE N17970 001 Dec 19, 2008 Current
DI SC EQ 20MG BASE N17970 002 Dec 19, 2008 Current

88
RIK]

TERBUTALI NE SULFATE
I NDECTABLE; | NJECTI ON
BRETHI NE
DI SC AAI PHARMA LLC 1IME ML N18571001 Jul 19, 2007 Current OB: [ ]

TABLET; ORAL
BRETHI NE

DI SC AAI PHARMA LLC 2. 5MG N17849 001 Dec 19, 2008 Current
DI SC 5MG N17849 002 Dec 19, 2008 Current

88
<K
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THI ORI DAZI NE HYDROCHLCORI DE
TABLET; ORAL
MELLARI L
DI SC NOVARTI S 10MG N11808 003 May 23, 2007 Current OB: []
Dl SC 15MG N11808 016 May 23, 2007 Current OB: [ ]
DI SC 25MG N11808 006 May 23, 2007 Current OB: [ ]
DI SC 50MG N11808 011 May 23, 2007 Current OB: []
Dl SC 100MG N11808 009 May 23, 2007 Current OB: [ ]
Dl SC 150MG N11808 017 May 23, 2007 Current OB: [ ]
DI SC 200MG N11808 015 May 23, 2007 Current OB: [ ]
THI OTEPA
I NJECTABLE; | NJECTI ON
THI OPLEX
DI SC | MVUNEX 15MF VI AL N20058 001 Feb 18, 2004 Current OB: [ ]
TOBRAWMYCI N SULFATE
I NJECTABLE; | NJECTI ON
NEBCI N
DI SC LILLY EQ 10MG BASE/ ML N50477 005 WMay 23, 2007 Current OB: []
Dl sC EQ 40MG BASE/ Mu N62008 001 May 23, 2007 Current OB: L]
Dl SC EQ 1. 2GM BASE/ VI AL N50519 001 May 23, 2007 Current OB: [ ]
TRI AMCI NOLONE DI ACETATE
I NJECTABLE; | NJECTI ON
ARl STOCORT
DI SC SANDOZ 40M5 M N12802 001 Jul 11, 2007 Current OB
TRI HEXYPHENI DYL HYDROCHLORI DE
TABLET; ORAL
ARTANE
DI SC LEDERLE 2MG NO6773 005 May 23, 2007 Current OB: L]
DI SC 5MG NO6773 003 May 23, 2007 Current OB: L]
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Annual Orange Book Preface 1.11 Discontinued Section:

Those drug products in the Discontinued Section of the Orange Book in which a determination has already
been made that the products were not withdrawn for safety or efficacy reasons have “**Federal Register
determination that product was not discontinued or withdrawn for safety or efficacy reasons**” following the
product strength. Those drug products are only reflective of citizen petitions determinations made since 1995.
The identification of these drug products in the Discontinued Section of the Orange Book should avoid the
submission of multiple citizen petitions for the same drug product.

FR notices no longer applicable are removed from the Annual Edition (i.e., there is now a currently marketed
Reference Listed Drug and no applicable patent or exclusivity). The list includes products with current and
removed notices. The list is updated quarterly. Notices issued during the year are added to the Electronic
Orange Book Query in the month they become effective.

The report is sorted by Active Ingredient(s), Dosage Form;Route, Trade Name, Firm Name, and Potency.
Included are Type (Rx, OTC, Discn), Application Number, Product Number, Federal Register Notice Date, and
a checkbox denoting whether the Footnote is currently in the Annual Edition Orange Book or has been added
to the Electronic Orange Book Query since the last edition was published.



